Background Increasingly, genetic specimens are collected to expand the value of clinical trials through study of genetic effects on disease incidence, progression or response to interventions. Purpose and methods We describe the experience obtaining IRB-approved DNA consent forms across the 19 institutions in the Action for Health in Diabetes (Look AHEAD), a clinical trial examining the effect of a lifestyle intervention for weight loss on the risk of serious cardiovascular events among individuals with type 2 diabetes. We document the rates participants provided consent for DNA research, identify participant characteristics associated with consent, and discuss implications for genetics research. Results IRB approval to participate was obtained from 17 of 19 institutions. The overall rate of consent was 89.6% among the 15 institutions that had completed consenting at the time of our analysis, which was higher than reported for other types of cohort studies. Consent rates were associated with factors expected to be associated with weight loss and cardiovascular disease and to affect the distribution of candidate genes. Non-consent occurred more frequently among participants grouped as African-American, Hispanic, female, more highly educated or not dyslipidemic. Limitations The generalizabilty of results is limited by the inclusion/exclusion criteria of the trial. Conclusions Barriers to obtaining consent to participate in genetic studies may differ from other recruitment settings. Because of the potentially complex associations between personal characteristics related to adherence, outcomes and gene distributions, differential rates of consent may introduce biases in estimates of genetic relationships. Clinical Trials 2006; 3: 443-456. www.sagepub.co.uk www.sagepub.co.uk Clinical Trials 2006; 3: 443-456 Central Resources Centers
Introduction
Genetic specimens are often collected within clinical trials to assist in interpreting results and to expand their epidemiological value [1] . Because of the ancillary role of genetic research in these situations, and because volunteers may have additional concerns about allowing DNA testing, it is common that consent for DNA testing is not required for participation in the clinical trial. Genetic analyses are limited to the subset of participants who provide this separate consent. Because this self-selection is non-random, results from these genetic analyses may be compromised by biases. In multicenter studies, consent language may vary according to institutional practices and interpretations, which may result in differential participation among sites and further hamper these genetic studies and subsequent analyses.
We describe the experience in obtaining DNA consent across the 19 institutions participating in the Action for Health in Diabetes (Look AHEAD) clinical trial. We document the overall rates of agreement among participants, identify participant characteristics associated with full and partial consent, and discuss implications of our findings for genetics research.
Methods

Study design
Look AHEAD is a multicenter randomized clinical trial that has enrolled 5145 overweight or obese volunteers with type 2 diabetes [2] . It has been designed to assess the long-term effects on cardiovascular outcomes of an intensive lifestyle intervention program designed to achieve and maintain weight loss by decreased caloric intake and increased physical activity. This intervention program is being compared to a program of diabetes support and education.
Look AHEAD participants have type 2 diabetes and at enrollment were aged 45-75 years and overweight or obese (BMI у25 kg/m 2 , or у27 kg/m 2 if on insulin). Other inclusion criteria were having a source of medical care, blood pressure Ͻ160/100 mmHg (treated or untreated), HbA1c Ͻ11%, plasma triglycerides Ͻ600 mg/dL, and willingness to accept random assignment and participate in the study for the proposed 11.5 years. Potential volunteers who were judged to be unlikely to be able to carry out the components of the weight loss intervention were excluded. Enrollment activities began in June 2001 and were completed in March 2004.
Goals of the DNA collection
The collection and storage of specimens for genetic analyses were included in the Look AHEAD protocol to enable investigators to explore candidate genes as mediators and modifiers of how weight loss affects outcomes associated with cardiovascular disease, diabetes and other comorbidities related to obesity. Hypotheses related to these samples were not specified in the primary study protocol, but were expected to be developed as ancillary studies.
Development of genetic informed consent document
It was recognized during the development of Look AHEAD that consent to provide specimens for genetic testing would require special attention and procedures. Because of this, a model consent form for the genetic substudy (Appendix A), which was separate from the consent form for participation in the clinical trial, was developed based on published guidelines [3, 4] . Clinical sites tailored this model according to local practices and institutional review board rulings; at some sites, consent for genetic testing was merged into the main consent document for the clinical trial. However, at all sites consent was separate from and not required for clinical trial participation.
Consent procedures for the Look AHEAD Genetic Substudy
Trained clinic staff provided the following information:
1) the purpose of obtaining samples; 2) steps taken to protect the participant's confidentiality and privacy in terms of how samples and records will be managed and research presented; 3) a description of how samples will be controlled and the statement that participants will not receive profits from any products produced from their samples; 4) procedures by which participants may withdraw permission at a later date; 5) the length of time samples will be stored; and 6) that results of individual genetic testing will not be available to participants.
The participant was allowed to read the consent form in private. If the participant declined to participate in the genetic substudy, this was noted in the participant's source documents. If a witnessed and signed consent was obtained, a copy of the form was given to the participant and two 10 mL blood samples were drawn.
Baseline data collection, variable definitions and data analysis plans
We assembled a range of factors to serve as markers of health, culture, demography and lifestyle. We wished to explore whether there was evidence that consent rates differ according to these attributes.
Thus, while we include hypertension among the factors we examine, we view it more generally as a marker of health, rather than a specific medical condition. In some cases, however, the factors we have selected also allow us to confirm associations described by others researchers. Data on factors were collected by standardized questionnaires, either self-or staff-administered or by clinical measures obtained from trained and certified technicians, as discussed in greater detail elsewhere [2] . History of hyperlipidemia was defined as either a measured low density lipoprotein cholesterol (LDL-C) Ͼ130 mg/dL and/or use of a lipid lowering agent. Fitness was assessed using a standardized maximum graded exercise test and expressed as metabolic equivalents (METs): 1.0 MET equals 3.5 mL of oxygen uptake per kilogram of body weight per minute.
We use definitions of ethnicity and race adopted by the US Census Bureau. A self-administered questionnaire collected responses on Latino/ Hispanic/Spanish origin (yes/no) and separately racial group (African-American/Black, American Indian/Native American/Alaskan Native; Asian/ Pacific Islander, White or Other). In our analyses, we assigned all individuals responding positively about Latino origin to one racial/ethnic group and the remaining individuals to the racial/ethnic group they selected; individuals selecting more than one race were assigned to the racial category 'Other'. As with other factors, our intention was not to use these responses to examine relationships between consent and specific racial/ethnic groups, but to use these responses to explore whether rates of consent varied across the broader social and cultural milieu linked to these designations [5] .
The final DNA consent forms for Look AHEAD varied among sites and are posted at http://lookahead.phs.wfubmc.edu. We grouped forms according to whether only unconditional consent was requested or whether consent could be restricted according to qualifying conditions, such as limiting access to study investigators or barring the development of cell lines. The exact wording of these qualifiers appears on this website.
Univariable and multivariable associations between factors and levels of consent were examined with logistic regression. Backward and forward stepwise logistic regression were used to identify subsets of factors that appeared jointly to have important relationships with agreement; these produced identical results in all analyses we report. Model fit was assessed with influence plots [6] . Because many factors were inter-related, these approaches may not have characterized the full expression of all important multivariate relationships. Analyses were limited to institutions for which IRB-approval and the consent process had been completed by 1 March 2005; the two sites receiving late approval were excluded because consenting participants was still ongoing.
Results
Obtaining consent at clinical centers
Of the 19 institutions that enrolled Look AHEAD participants, 17 obtained IRB approval to participate in the genetics substudy and are listed in Table 1 . In some cases, approval required repeated revisions of applications, separate approval from more than one institutional review board, negotiations between the NIH and The Veterans Health Administration and/or resolution of a temporary institution-wide suspension of research. These complications delayed collection of genetic materials on some participants for as long as two years after randomization.
Rates of consent within Look AHEAD
Only unconditional consent (yes/no) was requested at six of the 17 institutions with IRB approval; the remaining allowed conditions to be attached to consent, which varied from three to eight separate qualifiers ( Table 1 ). These qualifiers contained language allowing participants to restrict access and use of samples, prevent samples being used for the personal financial gain of investigators and deny the development of cell lines. Table 2 provides the proportions of subjects who agreed to participate at least in some level (ie, fully or conditionally) in the DNA study across the factors we examined in the 15 of 17 institutions that had completed consenting by 1 March 2005. Overall, this rate was 3583/3996 ϭ 89.7% and was higher among the three institutions that embedded consent within the same document as for the main trial 432/451 ϭ 95.8%, compared to the remaining institutions. We found the following markers were most strongly associated with differences in rates of agreement: race/ethnicity, education, hyperlipidemia, sex and history of cardiovascular disease. Consent rates tended to be lower among participants grouped as African-American and Hispanic than among those grouped as Asian and White. It was also lower among those with 17 or more years of education, among women, and those without hyperlipidemia or without a history of cardiovascular disease. Based on univariable analyses, none of the lifestyle-related characteristics we examined (smoking, fitness or weight) was associated with an agreement to have samples stored. Table 3 presents results from stepwise logistic regression analyses applied to the factors in Table 2 to identify multivariable predictors of full, unconditional consent. The algorithm selected sex and race/ethnicity as being the strongest independent predictors; no other factors had strong relationships with consent after covariate adjustment for sex and race/ethnicity. Relative to men, the odds ratio for women agreeing to participate was 0.68 (95% confidence interval: 0.58, 0.80). Compared to Caucasian participants, African-American participants had an odds ratio of 0.46 (0.38, 0.57) and Hispanic participants had an odds ratio of 0.58 (0.42, 0.80). The other racial/ethnic groups were small, leading to imprecise estimates of their effects. Table 4 examines degrees of participation among the subsets of institutions that allowed for conditional agreement for the use of samples by other investigators or future studies or to develop cell lines. Presented are results from stepwise logistic regression. Factors selected to be associated with lower rates of agreement for specimens to be used by other investigators were race/ethnicity (African-American and Hispanic) and higher education. Lower rates of agreement for specimens to be used by future studies were most strongly associated with race/ethnicity (African-American and Hispanic), higher education and female sex. Lower rates of agreement for use of specimens to develop cell lines were associated with race/ethnicity (African-American) and younger age. Women were less likely to allow their samples to be used for purposes resulting in financial gain than men.
Discussion
Rates of consent
Among the DNA study sites, the willingness to consent was widespread (89.7% across institutions), which was greater than several cohort studies have reported. For example, consent to provide buccal cell samples in the large adult Agricultural Health Study was obtained from 79% of those contacted, and samples were ultimately provided by only 75% of those agreeing to participate [7] . The Smokers and Nonsmokers Study reported that 57% of individuals contacted by phone agreed to receive a buccal swab kit, and of these only 46% returned specimens [8] . Buccal samples for genetic testing were provided by 67% of the Multiethnic Cohort Study [9] . Among adults completing NHANES interviews, 84% and 85% agreed to participate in DNA studies in 1999 and 2000 respectively [10] . The greater willingness of Look AHEAD participants to join its DNA study may be attributable to the prior willingness of these individuals to consent to the elaborate and prolonged screening process to establish study eligibility [2] and by participation in the trial. It may also have been enhanced by the rapport established between study staff and potential participants through its extensive screening process the extended contacts involved in establishing study eligibility and obtaining baseline data. 
Factors associated with consent
Much has been written about general correlates of participation in medical research [11] . Participation is thought to be influenced by personal demograph-ics, health status, risk factors, and socio-cultural dimensions [12] . Much less has been written that is specific to participation in genetic studies. The Smokers and Nonsmokers Study reported that consent to receive buccal swab kits was higher among individuals who were better educated, younger, current smokers and who had symptoms of depression; within this subset, the rate of consent for DNA collection was higher among individuals who were older, better-educated, white and non-smokers [8] . NHANES researchers reported that consent rates for participating in DNA research were lower among African-Americans and women [10] . Researchers in the Agricultural Health Study reported that there were only minor differences in demographic, lifestyle, disease and occupational factors between farmers who consented and those who did not consent to participate in a genetics study [7] . These three reports are based on cohort studies, and thus cannot make the more focused contrast between characteristics of participants who consent within the context of a clinical trial. Further, none of these studies has the rich source of participant phenotypic characteristics provided by the Look AHEAD baseline database. None addresses varying levels of consent for use of genetic samples. Similar to other cohort studies, we found that the strongest correlates of DNA study consent were markers of socio-demographic and cultural attributes [7, 8, 10] . These included race/ethnicity (with lower rates among African-Americans and Latinos), sex (with lower rates among women) and education (with lower rates among more highly educated individuals).
Participation in medical research is often lower among members of minority racial/ethnic groups and the challenges of recruiting these individuals are well documented [12] [13] [14] [15] . Individuals from traditional racial/ethnic minority groups compromise 36.8% of the Look AHEAD cohort; this figure exceeds the study goal that was set during protocol development. The relatively lower rates of consent among African-American and Hispanic participants to join the genetic sub-study indicate that additional focus may be required to cultivate participation of these individuals in genetic studies.
The differences we saw related to gender and education were unexpected. In general, women are found at least as likely to participate in clinical trials as men [11, 16] , however this is not universal [17] . In Look AHEAD, the percentage of women enrollees approached the maximum set in the protocol (60%) and women were no more likely than men to drop out during screening. Yet, women in Look AHEAD had lower levels of overall consent for the genetics study than men and were less likely to approve the storage and subsequent use of DNA and to provide permission for samples to be sold. Higher levels of education have been reported to be associated with greater participation in genetic studies and clinical trials [18, 19] . Although attempts were made to reduce barriers related to education during recruitment, the Look AHEAD cohort is more highly educated than the general US population, with over 80% of its members having at least some college education. We were surprised to find that the more highly educated of these participants were less likely to consent to a genetic study, and more likely to attach conditions to their consent. Further study is required to determine which features of the consent process and/or study goals were of concern to the most highly educated of the cohort. The markers of health status we examined were generally not strongly associated with agreement to consent. The trends that were evident for history of cardiovascular disease and hyperlipidemia indicated that individuals with chronic health problems were at least as agreeable to participate as other subjects. This stands in contrast to the general experience that volunteers for clinical research tend to be healthier than non-volunteers [20] [21] [22] , and from the experience within Look AHEAD that its participants are more healthy than the general population of individuals with diabetes. Look AHEAD participants may be individuals with greater concern with personal health, which has been linked to greater levels of consent to participate in clinical trials [17] .
Potential impact of non-consent on findings
In most clinical trials, DNA studies are collected to examine the role that genes may have in influencing responses to interventions, ie, threeway associations between genes, interventions, and outcomes. Our analyses indicate it is plausible that levels of consent may vary among subgroups jointly defined by these factors. For example, intervention adherence, outcome risk and genetic distributions each may vary by race/ethnicity, as do rates of consent. Consider the following four-way table in Figure 1 . Genetic data are not available for the lower panel of cells; however, one would expect in clinical trials that intervention assignment and outcome data would be available.
If genetic data are missing completely at random, the lower panels of Figure 1 may be ignored in analyses. If agreement to participate is related to the intervention, outcome, and/or genotype, ignoring this panel may result in bias. In such cases, it may be possible to develop models that statistically account for these relationships. The breadth of data available in many clinical trials enhance the potential that such models may be found. If successful, this approach yields data that are 'missing at random', for which many analytical approaches are appropriate [23] . If data are missing at random and if consent rates are fairly high, estimation bias can be controlled to be relatively modest through the use of statistical methods [24] . If models cannot be found to account for relationships, missing data are non-ignorable. In such cases, expected bias is related to the rate of consent and the strength of associations causing the nonignorability [25] .
Sensitivity analyses may be used to examine the potential breadth of biases. As an example of these, we examined a situation in which the odds ratio relating an outcome to intervention assignment was 2.0 for individuals with and without Genotype X (which we assumed had prevalence of 50%), so that the ratio of the genotype-specific odds ratios was 1.00. In this example, we assume dominance (rather than additivity) of allelic effects, so that there are only two genotypes of interest (eg, 11 or 12 versus 22, if allele 1 is dominant to 2). We also examined the situation when the ratio (genotype X versus genotype Not X) of these odds ratios was 4.0 (ie, the odds ratio was 4.0 for genotype X and 1.0 for genotype Not X).
What would happen if we randomly withdrew 15% of genotype X and 5% of genotype Not X (as if they were non-consenters), so that the consent rates were not independent of genotype, and analyses were conducted only on the remainder of the cohort? We examined several sampling mechanisms related to non-consent, allowing the relationship between intervention and outcome to vary between genotypes among non-consenters from the overall values ( Table 5 ). The range of assumptions related to non-ignorable missing data we examined was sufficient to introduce biases ranging from Ϫ19.9% to 26.5%. The lost efficiency of inference (on the log-linear contrast relating the genotype ϫ treatment ϫ outcome interaction) was uniformly about 10%. For example, if the relationship between the intervention and outcomes had an odds ratio of 4.0 among individuals with genotype X and an odds ratio of 1.0 for individuals without this genotype, and if the intervention was not associated with outcomes among nonconsenters regardless of genotype, then under the assumptions of our simulation, an analysis limited to consenters would be expected to over-estimate the overall odds ratio by 15.9%.
Similar calculations may be developed for other scenarios to understand the potential ramifications of potential patterns of non-consent. Use of analytical methods that address missing data would be required to reduce expected bias in estimates.
Conclusions
It was very useful for Look AHEAD to develop and circulate a model consent form for tailoring across sites. In turn, it was very useful to this process to have published guidelines [3, 4] . As experience with genetic research accrues across institutional review 450 MA Espeland et al. 2006; 3: 443-456 www.sagepub.co.uk Table 5 Expected relative bias and efficiency associated with non-consent, which is assumed to occur at a rate of 15% for individuals with Genotype X and 5% among others. Both Genotype X and the outcomes are assumed to have prevalence of 50%. Odds ratios are for associations between the outcome and intervention boards, it may be that greater uniformity in acceptable language will be facilitated. Two Look AHEAD institutions did not participate in the genetics substudy, which has resulted in the loss of potential participants and statistical power. Because these data are missing due to structural, rather than participant-specific, reasons and because randomization was stratified by clinical site so that these missing data are uniformly distributed across interventions, the chance that this loss will introduce bias in study findings related to the study intervention is low. However, the degree to which non-participating sites may represent special populations limits the generalizability of findings.
Clinical Trials
We found that rates of consent for genetic studies among participants already enrolled in Look AHEAD were much higher than those observed for participants in other cohort studies. We also found that factors associated with consent among these participants differed from what might be expected from literature on volunteerism for medical studies: participation in genetics studies may be higher among those with less education, among men, and possibly among those who are less healthy. These findings suggest that the process of obtaining consent to participate in genetic studies among clinical trial participants may face a set of barriers that differs from other recruitment settings. Because of the potentially complex associations between personal characteristics related to adherence, outcomes and gene distributions, it is critical to consider the fact that differential rates of consent may introduce biases in estimates of genetic relationships. DK57177, DK57171, DK57151, DK57182, DK57131, DK57002, DK57078, DK57154, DK57178, DK57219, DK57008, DK57135 and DK56992. The following federal agencies have contributed support: National Institute of Diabetes and Digestive and Kidney Diseases;
You have agreed to be part of the Look AHEAD study, the first research study to look at the longterm health effects of weight loss in men and women who are overweight and have diabetes. We are asking all Look AHEAD participants to join a substudy of Look AHEAD that will use genetic materials (DNA) to learn more about body weight and major diseases such as diabetes and heart disease.
The doctor listed above is in charge of this substudy. Other study staff may help or act for this doctor.
Before you can decide whether or not you should agree to join this substudy, you should learn about its risks and benefits. This is called informed consent. Also, please read the attached booklet, Informed Consent: Taking Part in Population-Based Genetic Research.
The consent form you are reading describes the substudy that clinic staff will talk to you about. If you decide to join the substudy, you will sign this form. You will be given a copy to keep for your records.
Why is this study being done?
Diabetes, heart disease and obesity are important health problems that affect many people and have a negative effect on their health and quality of life. Scientists know that genetic factors play a role in these health problems. This substudy will help scientists to learn more about the genetic basis for these conditions and other health problems related to weight and diabetes. It could help them develop better ways to prevent and treat health problems.
What is involved in the study?
If you agree to be part of this substudy, an extra blood sample (about two tablespoons) will be taken from your arm and will be treated so that DNA can be taken out and used for research. This sample will be sent for storage at a central laboratory contracted by the coordinating center.
How will Information about me be kept private?
Once we take your blood sample, we will assign it a code number. We will separate your name and any other information that points to you from your sample. We will keep files that link your name to the code number in lock filing cabinets at our clinic. Only study staff at your clinic will be allowed to look at these files.
Records that identify you in this study are strictly private. No one other than study staff can ever look at them unless you agree to it. This is because the study has been granted a Certificate of Confidentiality under a federal law (Section 301(d) of the Public Health Service Act). This means that the records of this study may not be disclosed, even under federal, state, or local court order, without your OK. No one who reads or hears about this study will be able to identify your individual information (data) because, before any facts are given out or information is published, we combine your data with those of other people in this study.
What are the risks of the study?
There are no major risks associated with the drawing of blood; however, all medical tests have some risk of injury. Potential risks of drawing blood for the study include the possibilities of brief pain, becoming faint, or developing a bruise or bump following the blood draw. There is a slight risk of infection at the site where blood was drawn.
The kind of information we will look for in this study is not likely to tell you anything specific about your personal health. Even so, there is a risk that if people other than the researchers got your genetic facts they would misuse them. We think the chance of this ever happening to you is very small. To protect your information, we will not keep your name and address with the sample, only a code number. As we said above, files that link your name to the code number will be kept separately in a locked cabinet and only the study staff will be allowed to look at them. Although no one can absolutely guarantee confidentiality, using a code number greatly reduces the chance that someone other than the study staff will ever be able to link your name to your sample or to your test results.
Although your name will not be with the sample, it will be linked with other general facts about you such as your race, ethnicity and sex. These facts are important because they will help us learn if the factors that cause conditions related to heart disease, diabetes and being overweight to occur or get worse are the same or different in women and men, and in people of different racial or ethnic backgrounds. Thus, it is possible that study findings could one day help people of the same race, ethnicity or sex as you. However, it is also possible through these kinds of studies that genetic traits might come to be associated with your group. In some cases, this could reinforce harmful stereotypes, but we feel this is unlikely with the types of medical issues that we will be studying.
Are there any benefits to taking part in this study?
You will not get any direct benefit for giving a blood sample for this genetics study. By participating in this portion of Look AHEAD, your blood sample may help doctors develop better treatment strategies for diabetes and heart disease, or learn new ways to prevent these diseases in general or in specific subgroups in the population. We also will learn more about the genetics of diabetes and heart disease, which may help doctors provide better medical care, and about conditions that may be improved or perhaps worsened by weight loss.
Are any costs or payments involved?
It does not cost you anything to provide a blood sample for this study and you will not be charged for any research tests. Participants who participate in the genetic substudy will receive the monetary reimbursement provided to all Look AHEAD participants as described in the study's main consent form, but will not receive additional payment.
In the unlikely event that you are injured while giving a blood sample, we will give you first aid and direct you to proper health treatment. We have not set aside funds to pay for this care or to compensate you if a mishap occurs.
The aim of our research is to improve public health. Your blood will never be used to develop a process or invention that will be sold or patented.
How will I find out about the results of the study?
The studies we do on the samples we collect are to add to our knowledge of how genes and other factors affect health and disease. We are gathering this knowledge by studying groups of people, and the study is not meant to test your personal medical status. For these reasons, we will not give you the results of our research on your sample. However, you can choose to get a newsletter that will tell you about the research studies we are doing. This newsletter will not announce your results or anyone else's, but it will tell you what we are learning about genes and heart disease. We will also publish what we learn in medical journals. If you have questions about whether any genetic tests would be useful to you, you should ask your doctor.
What will happen to my sample after the study is over?
After this study is over, we would like to keep any unused DNA samples left over for future research. These samples will continue to be stored at the contracted central laboratory. We do not have any specific research plans at this time but we would like to use the samples for studies of heart disease, diabetes, and other diseases. We will store the sample under a code number and we will keep the file that links the code number to your name private. We may share the samples with other approved researchers for studies of genes and disease, but we will not give other researchers any information that will allow them to identify you. We will always know which sample belongs to you, but other researchers will not.
An Institutional Review Board, like the one that helps protect you during this research project, will review and approve all future projects.
You can choose not to have your samples stored for future research and still be part of this study. You will have the chance to state your choice about this at the end of this form.
We may create a living tissue sample (called a 'cell line') from which we can get an unlimited supply of genetic material in the future without the need to get more blood from you. Cell lines will be stored at the contracted central laboratory under the same rules as other DNA samples described here.
What are my rights as a participant?
You are free to take part in this study or not. No penalties or loss of benefits will occur if you refuse to take part.
If you decide to take part in this study, you may withdraw at any time. You may choose not to have your sample stored for future research and still be part of this study. Also, may agree to have your DNA stored and later decide that you want to withdraw it from storage. If so, you should call the study person listed in this consent form and tell her to discard your sample. This person will direct the storage facility at the contracted central laboratory to discard your sample, but any data from testing your sample until that point will remain part of the research.
